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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 
Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification sliall contain a written description of tine invention, and of tlie manner and process of 
mailing and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Cialnns 1-12, 15-16, and 47-50 are rejected under 35 U.S.C. 112, first paragraph, 
as falling to comply with the written description requirement. The clalm(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. In claim 1, the limitation, 
"said granules constituting a major weight fraction" is deemed to be new matter. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-12, 15, 16, 41-42, 47 and 51-55 are rejected under 35 U.S.C. 112, 
second paragraph, as being Indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

In claims 1-12, 15 and 16, it is unclear what is meant by the term "major weight 
fraction." Is it 10%, 20%, 40%, 50%, 90% or 95%? 

In claims 41-42, 47 and 51-55, it is unclear what is meant by "regularly shaped 
and/or spherical." Are the regularly shaped particles spherical or not? 

In claims 2 and 3, the phrase "and combinations thereof renders the claims 
vague and Indefinite because it is unclear which combination of materials is being 
claimed. 

In claim 4, the phrase "and combination thereof renders the claim vague and 
indefinite because it is unclear which combination of materials is being claimed. 
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In claim 7, the phrase "and co-polymers, terpolymers thereof and blends of those 
polymers" render the claim vague and indefinite because it is unclear which combination 
of particular materials or polymers is being claimed. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another 
filed in the United States before the invention by the applicant for patent or (2) a patent granted on an 
application for patent by another filed in the United States before the invention by the applicant for patent, 
except that an international application filed under the treaty defined in section 351(a) shall have the effects 
for purposes of this subsection of an application filed in the United States only If the international application 
designated the United States and was published under Article 21(2) of such treaty in the English language. 

Claims 43, 44 and 45 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Evans et al. (US 7241316). 

Evans et al. disclose a moldable implant composition including: a plurality of 
biocompatible synthetic non-bone particles such as ceramics or calcium phosphate or 
calcium sulfate having a particle size of about 100 microns; a biocompatible polymer 
such as polylactide or polycaprolactone; a plasticizer such as caprolactone; and a 
biologically active substance such as a growth factor wherein the composition can be 
delivered by injection or preformed as an implant for surgical insertion (Figs. 15-18, col. 
16, lines 20-61, col. 18, lines 63-67, col. 19 and col. 20, lines 1-51). 

Claims 43, 44 and 45 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Ricci et al. (US 6770695). 

Ricci et al. disclose an implantable or moldable composition including: synthetic 
calcium sulfate particles having a size greater than 20 microns; a biocompatible or 
biodegradable polymeric coating on the particles wherein the polymer is any type of 
resorbable polymer (for e.g. polylactides, polydixanones etc.), the weight of the polymer 
is about 0.1 % to about 50% by weight and the thickness of the polymeric coating is 0.5 



Application/Control Number: 10/840,041 
Art Unit: 3775 



Page 4 



microns to 100 microns; a plasticizer such as acetone; and a setting agent such as 
water or saline (col. 3, lines 1 1-28 and col. 4, lines 5-47). Once solidified in a bone 
defect, the Ricci et al. composition forms a composite matrix with pores filled with air. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time the invention was made to 
a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner In which the Invention was made. 

Claims 1-3, 5-9, 11-12, 16, 41-42, and 46-55 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Ricci et al. (US 6770695). 

Ricci et al. disclose an implantable or moldable composition including: synthetic 
calcium sulfate particles having a size greater than 20 microns; a biocompatible or 
biodegradable polymeric coating on the particles wherein the polymer is any type of 
resorbable polymer (for e.g. polylactides, polydixanones etc.), the weight of the polymer 
is about 0.1 % to about 50% by weight and the thickness of the polymeric coating is 0.5 
microns to 100 microns; a plasticizer such as acetone; and a setting agent such as 
water or saline (col. 3, lines 1 1 -28 and col. 4, lines 5-47). 

Ricci et al. disclose particles with a size greater than 20 microns. Ricci et al. also 
disclose the weight of the polymer to be about 0.1 % to about 50% by weight. 

Therefore, it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to have provided particles with sizes in a range of 
about 100 microns to about 4000 microns, since it has been held that where the general 
conditions of a claim are disclosed in the prior art, discovering the optimum or workable 
ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 

Further, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to have provided polymer in a range of about 4% to about 
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20% by weight, since it has been held that where the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In re Aller, 105 USPQ 233. 

Additionally, it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to have provided a polymeric coating thickness in a 
range of about 1 micron to about 300 microns, since it has been held that where the 
general conditions of a claim are disclosed in the prior art, discovering the optimum or 
workable ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ricci et 
al. in view of Evans et al. (US 7241 31 6). 

Ricci et al. disclose all elements of the claimed invention except for alternate 
types of biocompatible ceramics. 

Evans et al. teach the use of biocompatible ceramics such as various calcium 
phosphate salts (col. 20, lines 21-51). 

The substitution of one known ceramic (various types of calcium phosphate) for 
another known ceramic (calcium sulfate as disclosed by Ricci et al.) would have been 
obvious to one of ordinary skill in the art at the time of the invention since this amounts 
to simple substitution of one known ceramic for another and would have yielded 
predictable results, namely, a biocompatible, implantable composition. 

Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ricci et 
al. in view of Meredith (US 7,001 ,551 ). 

Ricci et al. disclose all elements of the claimed invention except for a biologically 

active substance. 

It is well known to use a biologically active substance such as a growth factor in 
an implantable composition to enhance bone growth into a bone defect, as evidenced 
by Meredith (col. 9, lines 53-67 and col. 10, lines 1-26). 
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Therefore, it would have been recognized by one of ordinary skill in the art that 
applying the known technique of providing a biologically active substance such as a 
growth factor, taught by Meredith, in the Ricci et al. implantable composition would have 
yielded predictable results, i.e., improved repair of a bone defect by enhancing bone 
growth to seal the defect. 

Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Ricci et 
al. in view of Smestad (US 4430760). 

Ricci et al. disclose all elements of the claimed invention except for the use of a 
microporous membrane. 

It is well known to use a porous casing or membrane to contain filling material 
used to repair a bone defect, as evidenced by Smestad (col. 2, lines 57-68 and col. 3, 
lines 1-57). 

Therefore, it would have been recognized by one of ordinary skill in the art that 
applying the known technique of providing a porous casing, as taught by Smestad, to 
hold the Ricci et al. material would have yielded predictable results, i.e., containment 
having a desired shape and size for sealing a bone defect. 

Claim 46 is rejected under 35 U.S.C. 103(a) as being unpatentable over Evans et 

al. (US 7241316). 

Evans et al. disclose all elements of the claimed invention except for the claimed 
weight percentage of the biocompatible polymer to be about 4% to about 20%. 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have provided the claimed weight percentages of biocompatible 
polymer, since it has been held that where the general conditions of a claim are 
disclosed in the prior art, discovering the optimum or workable ranges involves only 
routine skill in the art. In re Aller, 105 USPQ 233. 
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Response to Arguments 

Applicant's arguments have been fully considered by the examiner. 

Regarding the rejections under 35 USC 1 1 2 first paragraph of claims 1-12, 15 
and 16, applicant's arguments are not persuasive because applicant's disclosure does 
not provide support for the respective weight fractions of the plasticizer and the 
synthetic non-polymeric granules in order to be able to make a determination of whether 
the granules constitute a major weight fraction of the implant composition or not. It is 
noted that "major weight fraction" does not meet the written description requirement 
because Applicant's disclosure as originally filed does not disclose the weight fraction. 

Regarding the rejections of claims 43-45 under 35 USC 102(e) over Evans et al., 
applicant's arguments with respect to the "relatively minor fraction of calcium sulfate 
clearly does not form a structural matrix" are not pertinent because any component of a 
matrix, no matter how major or minor, is part of and thus forms the matrix. Other 
claimed features are clearly disclosed by Evans et al. as discussed in this office action. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Application/Control Number: 10/840,041 
Art Unit: 3775 



Page 8 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anu Ramana whose telephone number is (571) 272- 
4718. The examiner can normally be reached Monday through Friday between 8:00 am 
to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas Barrett can be reached at (571) 272-4746. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

AR 

June 25, 2009 



/Anu Ramana/ 

Primary Examiner, Art Unit 3775 



